CATHETERIZATION ASSIST DEVICE AND METHOD OF USE 



BACKGROUND OF THE INVENTION 

[0001] This invention relates to a catheterization assist device, and more 

particularly, to a catheterization assist device and method that may be used by a female for 
self-catheterization. 

[0002] The use of catheters is well known to alleviate a variety of medical 

conditions that prevent the normal evacuation of the bladder. The catheter is a tube or 
device that can be inserted in the urethra of either a male or female and threaded into the 
bladder to permit the bladder to be emptied or evacuated therethrough. The insertion of 
catheters can be cumbersome, and in particular, the insertion of catheters in female 
patients may be complicated by the need to expose the urethra for insertion of the catheter. 
Additionally, some medical conditions require intermittent catheterization wherein a 
female patient may have to catheterize herself. In some instances, it may be difficult for 
the patient to expose and see the urethra and then to properly align the catheter with the 
urethra. 

[0003] One prior art device is shown in U.S. Patent No. 4,023,560 to Cade et al 

This device is designed for obtaining a clean urine sample from a female, but it is also 
indicated that the device may be used to assist in inserting a catheter. The device 
disclosed by Cade et al includes a generally U-shaped portion and leg portions extending 
transverse from the U-shaped portion. The U-shaped portion is designed for insertion into 
the vagina of a patient while the leg portions spread the labia. Cade et al. does not 
disclose that the device may be used by a female for self-catheterization. 

[0004] Another prior art device is disclosed in U.S. Patent No. 5,045,078 to Asta. 

The device disclosed by Asta is designated for use by a female for self-catheterization, and 
includes a vaginal insert and a catheter guide having a handle portion and an adjustment 
mechanism with an alignment hole. As with the device disclosed by Cade et al, use of 
the device disclosed by Asta requires inserting a significant portion of the device into the 
vagina of a patient, and furthermore, requires the patient to make adjustments of the 
adjustment mechanism to align the alignment hole with the urethra. The device in Asta 
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does not assist in spreading the labia and the adjustment mechanism may impair vision of 
the urethra. 

[0005] Another device for use in insertion of a catheter is disclosed in U.S. Patent 

No. 4,834,711 to Greenfield et al. The device disclosed by Greenfield et al. is primarily 
designed to lubricate and disinfect a catheter to be inserted. 

[0006] Another prior art device is disclosed in U.S. Patent No. 5,084,036 to 

Rosenbaum. The device disclosed by Rosenbaum is suggested for use in self- 
catheterization of a female and includes a body portion, and a locating member with a 
handle portion. The device also includes a passageway with a tube for receiving a 
catheter. The device requires insertion of the body portion into the vagina, and also, 
requires a separate device for taking measurements to size the device to be used by a 
particular patient. 

[0007] Another prior art device is disclosed in U.S. Patent No. 5,653,700 to Byrne 

et ah The device disclosed by Byrne et al. is suggested for use in assisting in self- 
catheterization by a female and has a folding perforated catheter attached to a handle. The 
device disclosed by Byrne et al. uses a self contained perforated catheter and is not 
designed for use in assisting with the insertion of a standard catheter. 

[0008] Yet another prior art device that is designed for use by females to assist in 

self-catheterization is disclosed in U.S. Patent No. 6,544,240 to Borodulin et al. The 
device disclosed by Borodulin et al includes a hub portion and a suction cup having a 
mirror-like film attached thereto. Borodulin et al. discloses that the female should use the 
mirror to locate the urethra and to align the hub portion of the device with the urethra so 
that the catheter can be inserted in the urethra through the hub. 



SUMMARY OF THE INVENTION 

[0009] In one embodiment of the present invention, a device is provided for use in 

assisting in inserting a catheter in a female. The device includes a main body portion 
configured to be placed adjacent the pubic bone of a female; a pair of legs extending 
outwardly from the main body portion; a slot located between the legs; and a flange 
extending longitudinally along each of the legs. 

[00010] The flanges may extend along inner sides of the legs adjacent the slot. 
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[00011] The device may also include a catheter guide formed at the upper end of the 

slot. The catheter guide may include a curved surface that extends along a portion of the 
main body portion and each of the legs. 

[00012] The device may further include a gripping portion at an upper end of the 

main body portion. The gripping portion may includes a tongue-like projection extending 
from the upper end of the main body portion. 

[00013] In one embodiment, the main body defines a plane and the legs may extend 

at a slight angle to the plane. A portion of the flanges may extend substantially transverse 
to the plane defined by the main body portion. 

[00014] In one embodiment of the present invention, a device is provided for use in 

assisting in inserting a catheter into a female wherein the device includes a main body 
portion configured to be placed adjacent the pubic bone of a female, a pair of flanges 
connected to the main body portion that are configured to spread the labia of the female, 
and a catheter guide located between the flanges. 

[00015] The catheter guide may include a curved surface. 

[00016] The main body portion may define a plane and further include legs that 

extend at an angle to the plane of the main body portion. The flanges may extend 
longitudinally along the legs. The flanges may also extend along the inner sides of the 
legs and define a slot therebetween. A portion of the flanges may extend substantially 
transverse to the plane defined by the main body portion, and the catheter guide may be 
located at one end of the slot. 

[00017] The device may consist essentially of a unified body. 

[00018] The device may also be devoid of a vaginal insert. 

[00019] In one embodiment of the present invention, a device is provided for use in 

assisting in inserting a catheter in a female wherein the device includes a main body and a 
pair of flanges connected to the main body that are configured to spread the labia of the 
female and wherein the height of the flanges is tapered and reduced at an end of the 
flanges that is toward the main body. The device may include an opening between the 
flanges for inserting the catheter. 

[00020] It is also a feature of the present invention to provide a method of inserting 

a catheter in a female. The method includes the steps of providing a device having a pair 
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of flanges configured to spread the labia of the female and an opening between the flanges 
for inserting the catheter; placing the device adjacent the perineum of the female; pressing 
the device against the labia of the female; drawing the device upward toward the pubic 
bone of the female to separate the labia and expose the urethra of the female in the 
opening; and inserting a catheter in the urethra through the opening in the device. 

[00021] The device used in the method may be devoid a portion that is inserted into 

the vagina of the female. 

[00022] The method of inserting a catheter in a female may be performed by the 

female receiving the catheter for self-catheterization. The device may be grasped on a 
gripping portion of the device. 



BRIEF DESCRIPTION OF THE DRAWINGS 

[00023] The above-mentioned and other features of this invention will become 

more apparent and the invention itself will be better understood by reference to the 
following description of embodiments of the present invention taken in conjunction with 
the accompanying drawings, wherein: 

[00024] Figure 1 is a front perspective view of a device in accordance with one 

embodiment of the present invention for use in assisting in catheterization of a female; 

[00025] Figure 2 is a rear perspective view of the device of Figure 1 ; 

[00026] Figure 3 is a front plan view of the device of Figure 1 ; 

[00027] Figure 4 is a rear plan view of the device of Figure 1; 

[00028] Figure 5 is a side view of the device of Figure 1 ; 

[00029] Figure 6 is an end view of the device of Figure 1; 

[00030] Figure 7 is front view showing the device of Figure 1 being placed on a 

patient before inserting the catheter; 

[00031] Figure 7A is a front view showing the device of Figure 1 being lifted and 

the catheter inserted; 

[00032] Figure 8 is a side anatomical view of the device of Figure 1 being used on a 

patient; 
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[00033] Figure 9 is a front plan view of another embodiment of the device for use in 

assisting in catheterizations; and 

[00034] Figure 10 is a side view of the device of Figure 9 for use in assisting in 

catheterizations. 

[00035] Corresponding reference characters indicate corresponding parts 

throughout the several views. Although the drawings represent embodiments of the 
present invention, the drawings are not necessarily to scale and certain features may be 
exaggerated in order to better illustrate and explain the present invention. The 
exemplification set out herein illustrates embodiments of the invention and such 
exemplifications are not to be construed as limiting the scope of the invention in any 
manner. 

DETAILED DESCRIPTION OF EMBODIMENTS OF THE INVENTION 

[00036] For the purposes of promoting an understanding of the principles of the 

invention, reference will now be made to the embodiments illustrated in the drawings and 
specific language will be used to describe the same. It will nevertheless be understood 
that no limitation of the scope of the invention is thereby intended. The invention includes 
any alterations and further modifications in the illustrated devices and described methods 
and further applications of the principles of the invention which would normally occur to 
one skilled in the art to which the invention relates. 

[00037] Now referring to Figures 1-6, a device for use in assisting in inserting a 

catheter in a female is shown generally indicated as 10. In the embodiment shown, device 
10 is a unitary structure and may be molded from a single piece of material such as a 
suitable plastic. The device may also be vacuum or thermoformed from a deformable 
sheet of material; however, the material used to manufacture the device should be 
relatively rigid when in its final form. Catheterization assist device 10 includes a main 
body member or portion 20, a pair of legs 22a, 22b, extending from the main body portion 
and a gripping portion 24 extending from the opposite end of main body portion 20. 

[00038] In this embodiment, main body portion 20 has a thin generally planar 

configuration that coincides with the plane of the paper in Figures 3 and 4. Legs 22a, 22b 
extend outward from the main body portion 20 at a slight angle from plane defined by 
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main body portion 20. Legs 22a, 22b, each include a flange 26a, 26b, respectively, 
extending along the inner sides thereof. Connecting leg 22a to flange 26a and leg 22b to 
flange 26b are curved portions 28a, 28b, respectively, best shown in Figure 6. The 
longitudinal outer edges of flanges 26a, 26b, extend approximately transverse to the plane 
defined by main body portion 20. The height that flanges 26a, 26b, extend from their 
respective legs varies along the length of the flanges, and tapered portions 30a, 30b, 
respectively, are formed at the end of the flanges and reduce the height of the flanges 
adjacent the body portion for aid in capturing and spreading the labia when used with the 
method described below. A slot or opening 32 is formed between legs 22a, 22b, and 
flanges 26a, 26b. In the embodiment shown, slot 32 is open at the lower end of the legs, 
and a catheter guide 34 is formed at the upper end of the slot where the legs meet main 
body portion 20. The catheter guide includes an arcuate or curved surface 36 that extends 
from main body portion 20 around a portion of legs 22a, 22b. 

[00039] Gripping portion 24 extends from the opposite end of main body portion 20 

from legs 22a, 22b. In this embodiment, gripping portion 24 is a thin tongue-like 
protrusion that is suitable for gripping between the thumb and forefingers for use in the 
method described below. 

[00040] Now referring to Figures 7, 7A and 8, device 10 is shown in use for 

inserting a catheter 40 in a female patient generally indicated as 42. It should be 
appreciated that device 10 may be used to assist in inserting a catheter by caregivers of 
patient 42 or patient 42 may use device 10 for self-catheterization. To use device 10, it is 
grasped on gripping portion 24 between fingers and/or thumbs 44, 46 and 48 (Figures 3 
and 5). Device 10 is then placed adjacent the perineum 50 of patient 42 as shown in 
Figure 7. Next, device 10 is moved to the position shown in Figure 7 A, by gently pressing 
it in against the labia 52 and drawing it upward so that main body portion 20 is over the 
pubic bone in the position shown. As device 10 is drawn upward, flanges 26a, 26b will 
separate the labia, and the urethra 54 will become exposed at the top of opening 32 within 
catheter guide 34. 

[00041] At this point, catheter 40 can be inserted into the urethra using the other 

hand (not shown) so as to provide a drainage conduit for bladder 56. It should be 
appreciated that the configuration of catheter guide 34 can be used to assist in guiding the 
catheter into the urethra. Catheter 40 may be steadied during insertion by using curved 
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surface 36 of catheter guide 34 as a rest/guide for use in aligning the catheter with the 
urethra. When the catheter is fully inserted, device 10 can be removed by gently pulling it 
out and up so that flanges 26a, 26b are no longer pulling the labia apart. Catheter 40 can 
be left in place while removing device 10 since the catheter can fit through slot 32 as legs 
22a, 22b are pulled from around the catheter. 

[00042] It should be appreciated that the above procedure can be performed without 

the need to insert any part of device 10 internally in the vagina 58. As seen in Figure 8, 
device 10 extends transverse to vagina 58 and is located completely on the exterior 
thereof. 

[00043] Now referring to Figures 9 and 10, another device for use in assisting in 

inserting a catheter in a female is generally indicated as 110. Device 110 is similar in 
most respects to device 10 except the main body portion 120 on device 110 has a gripping 
portion 124 that is coincident with the shape of body portion 120 and does not have a 
separate tongue-like protrusion. The same procedure can be used to insert catheter 40 with 
device 1 10 as is used for device 10. 

[00044] While the invention has been taught with specific reference to the above 

embodiments, one skilled in the art will recognize that changes can be made in form and 
detail without departing from the spirit and scope of the invention. For example, the 
catheterization assist device may be made from materials other than plastic. For example, 
a suitable metal may be stamped or otherwise formed into the desired configuration. 
Additionally, although a unitary design offers certain manufacturing efficiencies, it is also 
possible to make the device out of multiple parts that may be adhered or otherwise joined 
together. Also, although slot 32 is shown open at the outer end of the legs, it would be 
possible to close this end of the device without impairing the function. Furthermore, the 
general shape of the main body and legs could be varied to any configuration suitable for 
performing the above described procedure. As such, the described embodiments are to be 
considered in all respects as illustrative only and not restrictive. The scope of the 
invention is, therefore, indicated by the following claims rather than by the description or 
drawings. 
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